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[XIISijAl] 1999.07.24 
[HIS 21] 

[&g] Sfm 

[S£!213H] 4-1999-025912-6 

[A^Hf°l ^}||] 
[□£121] 

[CHBJ212H] 9-1 998-000284-4 
[A^°l HAI] 

[SSJ&ls] 10-1999-0009928 

[SSIffift] 1999.03.23 

[^AIS^SXU 1999.03.23 

[HISS! 2!] 

[g^oj^] 1-1-99-5123508-71 

[S4*8IXH 1999.03.23 

[e§S AiW] i|^e£JAi 

[SSCH& E^l m&xi 

[£SU)g] 

[atsxn 

[&S2I S§S;il SHEEN , Yhun Yong 

[ ^ El m ^ S! ^ 1 560224-2068525 

137-060 

[^±1 AiM^AI Ki^=? m\\m 834-7 

[^sj] KR 
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4-1999-025912-6 

§gfi;i] SHIN.Hyun Jong 

[^2J^2j^l 460302-1011329 

156-033 

AiS^^AI m Q=? 335-44 
[^Sjl KR 

SSS^I] SHEEN, Yhun Yhong 

[ ^ BJ e ^ 9± a ] 560224-2068525 
[°E£!^] 137-060 

i^±] k\mmmk\ k\^=p- mm 834-7 

KR 

V\El ^^S] SI 

0 SI 
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[aiwsi 

[HIS2J] 
[&S] 

[CHdlSJ] 

[CH dl°!3H] 
[A^°l HAI] 

[g^bjs] 

[S§i AiWl 
[SSi Mi] 

[^4=S] 

[^feJAhS^S] 



S Ail Ai e SSAi 

1999.04.29 

§^ 

4-1999-025912-6 

9- 1998-000284-4 

10- 1999-0009928 
1999.03.23 
1999.03.23 

1-1-99-5123508-71 

1999.03.23 

S Ail AIM 

axis* i*e 

^SAID^S) H1 13521 ^SOil 2I6KM ?l2f SOI 
HISSUJQ. CHBI21 
^*H2 (2!) 



0 
0 
0 
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[Ji^tfl^HJ-^.] 1 

(1333) jq-rlBllHa ^A>^fl S^l-oll #0^, 

el : 30mg 

1 «1 ^ : 80mg 

7}-g-sMl : (^Hf*^)* #«1«- (-2.eHl;E) m 0.5ml~2.0ml 
iLS7}-g-sMl : (^-^^11^1)15-20 ^1 W J-^>S-^1^€ 0.5ml~2.0ml 
-»M1 : #slofl^^#gj-g- : 1.0ml 
-a-*fl : -g^r^-p- : 2.0ml 
S. B|-a.el^^ ^Ml 

€31)45 Sel^HloflM ^ojcf. 
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1019990009928 
[AiWS] 

[flliiXH 

[^gjOj] 

[CH BIS!] 
[CH 

[£S°I ^^HJI] 



1999/8/25 

figJAi 
2 

1999.03.23 

An improved, stable pad i taxe I injection 
concentrate. 

4-1999-025912-6 

9-1998-000284-4 

SHEEN , Yhun Yhong 

560224-2068525 

137-060 

AiS^^AI k\^=? ^mm 834-7 
KR 

4-1999-025912-6 
f§S 

HWANG, Yong Hyun 

580212-1019329 

330-300 

ii^E £!^ai ^e^Ormm 104§ 501s 

KR 
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XII 42^21 ^§011 21 °[ SSJ , fll60^ 
£MB (21) 



12 a 
o ^ 

0 2d 
4 §■ 
266,000 °J 
1. ?|gj&_1i 



• 29,000 §! 
0 §! 
0 °J 
237.000 SJ 
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-•g- SH)^<>1 s|.3^«-^(paclitax:el) 7>-§-2|- 
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«?Hj^ 0 l 7fl^l^ ^a>^] ^^-{An improved, stable paclitaxel 

injection concentrate} 

s] ifr >i(Paclitaxel)£- -fr^, *>^-<y- ^ ^lS^flS. ^e) A}-g-3 

jl tqM^olJElCDi terpenoid)^ 5r^#5.^ ^7fl -H- 1 ^, z}^<& 0 1^H 

ZLe^q- jxj-a.^^-^^: *MH3°1 ^.*] vjo>A-1[^^-«flxE. 0.77~35^M, 20°C : 

J. pharm. Pharmacol (1997) 49(1) pl6-21] ^*\-^3,*\ ^ *lltr 

# yjtZL ^3.^91 7}-§-SMl (mi cellar solubi 1 izer)S a]~§- 

£)ZL £3.e)l2.i^ °l<i(CREM0PH0R EL)^ 3xK*KfsJ oll^^r 0 "!-^ -^7^ 

^-§-3.*l ^Hl 4^ U-^lS. 4^1 I^H #-§-(Hyperallergy 

Reaction)^}- ^ ^-a}--§-^r ^^.S <£3^ #4. [J .pharm, 

Pharmacol (1997), 49(1) pl6~21] S^r °1 7 r -g-5]-^l» it^r^ 

<g^r BE^ *}-§-^- Sj^^CStabi lity of 

dilution)^ #3. #7] Ji^A] oK^s. ^<>H -^^l -H^^ <*I4 ^^<y^ 

(in-filter infusion system)^: °l-g-s}ji 

14-4 



1019990009928 1999/8/25 
<2> ^2fl #^ofls.Aleflol^= 3X)p>^>-B- 35(polyethoxylated castor oil 35)# 

tf. - 

<3> $-3.£\^s£ 30mg/lvial(5ml) 

<4> ^r^M-i- 49.7vol% 

<5> ^eH]s-X|eflo)&|:E. -Sji^Kr 35.527mg/ml 

<6> ( A o VJ §^ : 3^|£IH o-|<g) 

<7> ^A>^S.Ai 7 >^ ^^^*>7fl Aj-g-^JL ol^ *>u}-oj 

^r-§-^°l ^1 ^ l-^^H^i °1» ^A>*f|3*1 te^Cll A>-g-S]^ 7>-g-sMl 

<8> ^ Z\-3.Z\n^ ^A}Z\)6\] ojo^, #5^*1 35 

(Polyethoxylated 35 castor oil-^-^ ^ efl . <>1 <g : CHREMOPHOR . EL ) -i: 3}- 

.2-31 6j]^^^-A>ol^. -?-7>#(Polyoxyethylene 

sorbitan oleate addition compound)^: 7}-§-sMl5. s|-a.£j^-i ^r*Ml 

^AS a-BllaSS o]<g(CREM0PH0R EL)o1e^ji ^r*Hr ^^^1^-a>o] = 

-^7>#oinll, ^xHr 1^^]44°1^ -¥-7>#^r (neurotoxity)* ^\ 
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#^ <£b\z\ ^ o>qe(- s\m o>^^oi ^] ^o.^ y$ 7 ) Ji^A) 

^ ^^^l^M- S^*Ml #>£*>7fl 

^ ^ ^] 

<io> ^^oia].^ oil^^l^A>oi= «-7}# ^ <£b^ ^ ^eJ^H'g'aU^- 
£ 20) #t>ll3; s^^.eflo]3(A o v^t^ polysorbate 80 Tween 80)fe -^l"?]^ 
ImoH] ^^^}^-a>o1= 20mol^l ^7>^ ^h]^ sj-^l-^ ^}-%- 7}^-5±z\]S. ^ 

iELS^Ij) ^ ^#-§-^(^^^-^-5. <H1^ -g-°"Hl ^-g-A] ^l^-Aj- 

<n> ^. ^*Kr ^.e^Aj-o]] «-7>£]^ ^1^^1^-a>o]c mol ^ s^^H 
^€ iM-g-^ 7}-§-:§Ml5>|o} Aj^ o^^i). ofl^^l «- 7 > mol^l- 
15^£^1(<H]1^1 -#B]#)i 5 ^ti]Hf ai 1 o_eflolE(s. e ]ofl^^i^el#^ mol^r7> 15 

^ofl^^o. 7l __g_^ s a>^ nfl, t^rf v) ^(micelle : ?fl^$M3*fl -g-^ 
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°il€€^>°l= 15mol^" Jg-g- lmol^l ^sti*]^ ^li^S)- S^l- 

<13> (^-AH ig^)^ ^till- E^^^oflE > (^-Al<Hl^^) 60 ^tijS- Efl^ej- 

<14> CH 2 -0-(CH 2 -CH 2 -0) a COR Efe CH 2 -0-(CH2-CH2-0) s COR 

I I 

CH-0-(CH 2 -CH 2 -0) b COR CH-0-(CH 2 -CH 2 -0)b COR 

I I 

CH-0-(CH 2 -CH2-0) c COR CH-0-(CH 2 -CH 2 -0)c COR 

I I 

CH-0-(CH 2 -CH 2 -0) d COR CH-0-(CH 2 -CH 2 -0) d H 

I I 

CH-0-(CH 2 -CH 2 -O) e H CH-0-(CH 2 -CH 2 -0) e H 

I I 

CHHD-CC^-CI^-Ot H CI-^O-(CH 2 -CH 2 -0), H 

<15> Aj- 7 ] zp-^^ioijA] a+b+c+d+e+f=60 SE^- 45°1 A. 

<16> l-^ol]^^^. 7}-g-3Ml5- ^\-%-% ^ ^(lOt^l^HH^) -g-Jl 

1131) 15 12-^j-o] j= .a a] o]-efl oj jh , (^-Alol]^^l) 15 ejAl^EflojE^- 

7}--g-3Ml^i Aj- 7 1^ ^ A^- A>^-tb 7s^(10°C °1*>W>H 

3^ -B-^(Fiuidity)^- -fr^mJL «&^°fl 5tM*i rH^- 3=#€ 
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300 400^ <#7)£i\ 1L2i7}-%-3[z\}2] 7}-& ULtiV 

5.«l€-(povidone)^ ^#^1 -g-*IW?I # 7 1 -g-^SJ A°fl ±^ 7}*> 

<q ^s|-7l(Homogenizer Mixer)S. -g-sfl a] ?ltf. -g-sfl * 0.2^ ^EjS <^ 

<is> <*^HH #e)ofl^^#el$ 300-^ -g-*)-^ 300^ 

' 400^ -g-*}^ 400^ ^sM^-^-M- M-Bl-^fl 3MtJ.. 

<19> ^ ^a}^1] S^-§-^ j^s.^ 2i*£ «1 ^ 4^-4 

<20> ^ ^ «. ; 5|.^e|B3-^ 30mg 
<2i> a> : 3.*)^ ^(tflx^ 0.3. 80mg) 

<22> 7HJ-3M1 : (^-aH1€€) 6 o ^E2}i2]o))E 0.5ml-2.0ml 

<23> Ji^l-g-sMl : (^-aH1^^) 15 _ 20 ^]« 0 >a> 5.^1^ 0.5ml~2.0ml 

<24> -g- : ^eHlM^s^ 3*3= (tfla^o.^. 1.0ml) 

<25> -g- : °-^oj]E}--^ ^^(cfla^-^-S 2.0ml) 

<26> O] ^A>»1 iLS 7}-g-5Ml o]-g-S]^ *j j£- 



<27> o^} £ i£^o} >*UH1» 7l#^. 

<28> ^Ajc^l 1, 
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<29> (^-AH!i3]) 6 o #^11- EflEE}- l£|ol]E t 7>^r^<^ 10ml# ^l^. Hlli 

^1#^#) 15 10ml 2f l-el^m^^^-l- 300(^^-g-*}^ 300) lOrnl^ 

35°C<^H 3^^-8: -&^-g-*fl^ ^ ^oflB^ 20ml^r ^JL m*} -g-*fl - 

<so> ^e]^^ 300mg3}- S.*]& 800mg# ^^l^oll -g-SflA]^ 

^ -g-*lH# ^-71^1 7>-g-SMHl ^^-71 

(Homogenizer Mixer)^. i^-g-slH Zlty. -§-*fl7> ^<i}S}7fl nfl(<^ 10^-) 



<32> B^e)^ : 300mg 

<33> i wl : 800mg 

<34> (^HH)3!) 60 Eflm^^oflS 10ml 

<35> (^l^^l#Hl#) 15 JEi^eMS. 10ml 

<36> 10ml 

<37> 20ml 



<38> -^H] 2. 

<39> ^AHl 16\)X] (^-Alol]^^l) 15 S-^^.^o)]E 10ml Cfl<0(^-Al^^^l) 15 5.^ 

12-*> a] j= Jlj. a] ^ Efl o\ 31 o] e 10ml* ^-g-tP ^-8: ^l^^Jl^ ^^Hl 1^ ^ ^ 
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<40> 41 *H 3. 

<4i> ^x\<$ lofl^i (^aH^) 15 10ml tfl-i!(3-*H , i€)i5 

<42> ^^Hl 4. 

<43> ^x|afl 2«<q>H -r-^°1]^ 20ml tfl>y t-^Bj-^- 20m 1^: A>-g-^ 3J-§- X|^«1-al 

^ ^Hl 2^- £o] z\]2i-5}<%t±. 

<44> ^a]<^] 5. 

<45> ^A]^l 16\}X\ (^-A]ofl^^) 60 ^UlS. EflM^e)ollE 10m l tflAj (^A]o]jlg 

<46> ^Al^l 6. 

<47> ^A]ofl 2^1^ (^H^^) 60 EflH^^oflE 10ml cflA] (^-Alofl^ 
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<48> ^*H1 7. 

<49> ^ofl 3 6j|^ (^-A]o1]^^) 60 ^til-i- EflH^^o]|E 10ml EflA] (^-Alofl^ 

^1) 4 5 S^^^oflE 10m 1^ A>-g-*V ^^^^ ^A]d\] ^o] *j| 



<50> ^A]c4l 8. 

<5i> 41 *H 64M ^o^e]--^ 20ml cflA] t-^-Bj-^ 20ml* 33* 

<52> ^ ^A>^1 5)^ ^7]-^ l- 8 ^ ^A}*fl ^ 

1:50(0. 12mg/ml), l:l0(0.6mg/ml) «l-§:5. 
20 ,, C^a ; 1 ^ -n-rt 3r#3l-&i=k ^ 41 *H i, 2, 3, 4^ 1:50 

z\- 1:10^ sH^l^H 30*1*]; o]<# <£7$f>}<%3i 4UH 5 , 6 , 7, 8^ 20*1^ ^ 

5)^^ A}-g-^- xtfl jf\-3.?)n^o) ^o_3_ M-Bl-q-^l 8fe ^ 

<54> -s- ^ ^a>^ S^l-^ iL^ <?>^^o. ^^-(20'C), ^^(5°C), 7>^S 

£(40°C -tftfl^S 75%)*HH z\-EL£in^°] ^^S}-!- JH^r^l =15*} 

£ne|-3E](high performance liquid chromatography) S. 3 7fl^ 

247fl^^> ^a>^>^4. f-^ igs).^ 247fl^ ^^oni s_z- 1~8) 
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ofl^i 5E ^^r(20°C), ^^r(5°C), 7>^S^(40°C tftfl^S. 75%)^ 37}*] 2i^} 
olH SL-Sp 1.5% <>l£}£t}.. 
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1] 

E^e]^ : 30mg 
I «1 ^ : 80mg 

7>-g-sM : (^HH^)* ^tiH- (iLEH^m 0.5ml-2.0ml 
J2.S7HMM1 : (^Hli 31) 15-20 ^yJ-AKS-i^l^ti 0.5ml~2.0ml 
-§-*fl : : 10ml 

-Ml : ^r-^r^* : 20ml 

€3I) 4 5 ^^^.Sl^E ^o!l^ Aj^^ 

[3 ^8" 2] 

[^^J- 3] 

^ ^-7> mol ^7> 15~20°1H ^bm^ ^o] ^el^-^i 
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4] 

t-^ sMas^i ^A>^j 
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